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EXAMINER'S AMENDMENT 

In the response filed on 09 March 2007, claims 1-19, 54-59, 72-75, 80-83, and 
111-116 have been cancelled. Claims 20-53, 60-71, 76-79 and 84-110 are pending. 

An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Ms. Deborah Lu on 08 June 2007. 

Please cancel claims 20-29 and 33-53. 

Claims 30-32, 60-71, 76-79 and 84-110 are allowable. 

The application has been amended as follows: 

30. A diagnostic method of determining viral receptor tropism comprising: 

(a) obtaining a population of acquired immunodeficiency virus from a patient; 

(b) determining CXCR4 coreceptor use; 

(c) determining CCR5 coreceptor use; and 

(d) determining the ratio of acquired immunodeficiency virus using the CXCR4 
coreceptor compared to virus using the CCR5 coreceptor. 

31 . A diagnostic method of determining viral receptor tropism comprising: 

(a) obtaining a population of acquired immunodeficiency virus from a patient; 

(b) determining CXCR4 coreceptor use; 

(c) determining CCR5 coreceptor use; and 
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(d) determining the ratio of acquired immunodeficiency virus using the CXCR4 
coreceptor compared to virus using the CCR5 coreceptor before initiating 
antiretroviral therapy to determine a suitable antiretroviral treatment regimen. 

32. A diagnostic method of determining viral receptor tropism comprising: 

(a) obtaining a population of acquired immunodeficiency virus from a patient; 

(b) determining CXCR4 coreceptor use; 

(c) determining CCR5 coreceptor use; and 

(d) determining the ratio of acquired immunodeficiency virus using the CXCR4 
coreceptor compared to virus using the CCR5 coreceptor after initiating antiretroviral 
therapy. 

60. A diagnostic method of determining CXCR4 and/or CCR5 coreceptor usage in a 
patient before initiating antiretroviral therapy, comprising: 

(a) obtaining an acquired immunodeficiency virus from a patient; 

(b) quantitating usage of the CXCR4 and/or CCR5 coreceptor in an acquired 
immunodeficiency virus primary isolate from a patient, whereby the CXCR4 and/or 
CCR5 coreceptor usage of the patient is used to determine a suitable antiretroviral 
treatment regimen. 

63. The method according to claim 60, wherein the acquired immunodeficiency virus 
sample is obtained from peripheral blood of a patient. 

64. The method according to claim 60, wherein the acquired immunodeficiency virus 
sample is obtained from genital secretions of a patient. 
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65. The method according to claim 60, wherein the acquired immunodeficiency virus 
sample is obtained from cerebrospinal fluid of a patient. 

66. A diagnostic method of monitoring the efficacy of antiretroviral therapy in a patient 
comprising: 

(a) obtaining acquired immunodeficiency virus samples from a patient before and after 
initiating antiretroviral therapy; and 

(b) quantitating usage of the CXCR4 and/or CCR5 coreceptor in the samples, whereby 
a decrease of CXCR4 coreceptor use after initiating antiretroviral therapy indicates 
that the antiretroviral therapy is effective. 

69. The method according to claim 66, wherein the acquired immunodeficiency virus 
sample is obtained from peripheral blood of a patient. 

70. The method according to claim 66, wherein the acquired immunodeficiency virus 
sample is obtained from genital secretions of a patient. 

71. The method according to claim 66, wherein the acquired immunodeficiency virus 
sample is obtained from cerebrospinal fluid of a patient. 

76. A diagnostic method of detemnining a suitable antiretroviral treatment regimen 
before initiating antiretroviral therapy comprising: 

(a) detennining CXCR4 and CCR5 coreceptor use in an acquired immunodeficiency 
virus sample from a patient; and 

(b) determining the ratio of acquired immunodeficiency virus using the CXCR4 
coreceptor compared to virus using the CCR5 coreceptor before initiating 
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antiretroviral therapy, whereby the ratio of CXCR4 to CCR5 coreceptor usage is 
used to determine a suitable antiretroviral treatment regimen. 

77. The method according to claim 76, wherein the acquired immunodeficiency virus 
sample is obtained from peripheral blood of a patient. 

78. The method according to claim 76, wherein the acquired immunodeficiency virus 
sample is obtained from genital secretions of a patient. 

79. The method according to claim 76, wherein the acquired immunodeficiency virus 
sample is obtained from cerebrospinal fluid of a patient. 

84. A diagnostic method of monitoring the efficacy of antiretroviral therapy in a patient 
comprising the steps of: 

a) obtaining a first acquired immunodeficiency virus sample from a patient before the 
initiation of antiretroviral therapy; 

b) assaying the first sample for CXCR4 and CCR5 coreceptor use; 

c) determining in the first sample the ratio of virus using the CXCR4 coreceptor 

compared to virus using the CCR5 coreceptor; 

d) obtaining a second acquired immunodeficiency virus sample from said patient at a 
time subsequent to the initiation of antiretroviral therapy and subsequent to the time 
at which the first sample is obtained; 

e) repeating steps b) through c) with the second sample; 

f) determining whether there is a difference in the ratio of CXCR4 and CCR5 coreceptor 

usage between the first and second sample from said patient, whereby an increase 
in the ratio of CCR5 coreceptor usage, or a decrease in the ratio of CXCR4 
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coreceptor in the second sample as compared to the first sample, indicates that the 
antiretroviral therapy is effective. 

86. The method according to claim 84, wherein the acquired immunodeficiency virus 
sample is obtained from peripheral blood of a patient. 

87. The method according to claim 84, wherein the acquired immunodeficiency virus 
sample is obtained from genital secretions of a patient. 

88. The method according to claim 84, wherein the acquired immunodeficiency virus 
sample is obtained from cerebrospinal fluid of a patient. 

93. A diagnostic method of monitoring the efficacy of antiretroviral therapy in a patient 
comprising the steps of: 

a) obtaining a first acquired immunodeficiency virus sample from a patient either before 
or after the initiation of antiretroviral therapy; 

b) assaying the first sample for CXCR4 and CCR5 coreceptor use; 

c) determining in the first sample the ratio of virus using the CXCR4 coreceptor 

compared to virus using the CCR5 coreceptor; 

d) obtaining a second acquired immunodeficiency virus sample from said patient at a 
time subsequent to the initiation of antiretroviral therapy and subsequent to the time 
at which the first sample is obtained; 

e) repeating steps b) through c) with the second sample; 

f) determining whether there is a difference in the ratio of CXCR4 and CCR5 coreceptor 

usage between the first and second sample, whereby a decrease in the ratio of 
CCR5 coreceptor usage, or an increase in the ratio of CXCR4 coreceptor in the 
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second sample as compared to the first sample, indicates that the antiretroviral 
therapy is not effective. 

95. The method according to claim 93, wherein the acquired immunodeficiency virus 
sample is obtained from peripheral blood of a patient. 

96. The method according to claim 93, wherein the acquired immunodeficiency virus 
sample is obtained from genital secretions of a patient. 

97. The method according to claim 93, wherein the acquired immunodeficiency virus 
sample is obtained from cerebrospinal fluid of a patient. 

102. A diagnostic method of monitoring the efficacy of antiretroviral therapy in a patient 
comprising the steps of: 

a) obtaining a first acquired immunodeficiency virus sample from a patient either before 
or after the initiation of antiretroviral therapy; 

b) assaying the first sample for CXCR4 or CCR5 coreceptor use; 

c) determining in the first sample the ratio of virus using the CXCR4 coreceptor 

compared to virus using the CCR5 coreceptor; 

d) obtaining a second acquired immunodeficiency virus sample from said patient at a 
time subsequent to the initiation of antiretroviral therapy and subsequent to the time 
at which the first sample is obtained; 

e) repeating steps b) through c) with the second sample; 

f) determining whether there is a difference in the ratio of CXCR4 and CCR5 coreceptor 

usage between the first and second sample, whereby the lack of a difference in the 
ratio of CCR5 coreceptor usage, or the lack of a difference in the ratio of CXCR4 
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coreceptor usage, between the first and second sample, indicates that the 
antiretroviral therapy is not effective. 

104. The method according to claim 102, wherein the acquired immunodeficiency virus 
sample is obtained from peripheral blood of a patient. 

105. The method according to claim 102, wherein the acquired immunodeficiency virus 
sample is obtained from genital secretions of a patient. 

106. The method according to claim 102, wherein the acquired immunodeficiency virus 
sample is obtained from cerebrospinal fluid of a patient. 

Claims 30-32, 60-71, 76-79 and 84-110 are allowed. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Louise Humphrey, Ph.D. whose telephone number is 
571-272-5543. The examiner can normally be reached on Mon-Fri, 9:30 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Louise Humphrey, Ph.D. 
Assistant Patent Examiner 
13 June 2007 
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